Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHKAT AHAJIM3A

P—rodat_:_lbuclin, film-coated tablets 400 mg + 325 mg
Noykianu®, Tab1eTKH, NOKPBITHIE NJACHOUYHOI oboJsioukoit, 400mr + 325mr

Batch No / Cepus Ne : V2202197

Batch Quantity / O6bem naptumu : 776.0Kg |

040001666651,890001623385

Analytical Report No / Anaantuyeckuii oruer No :

Date of Analysis / lata ananausa: 28.10.2022 |

Date of Manufacture / lata npoussoacrsa : OCT-2022

Date of Expiry / Cpox roanoctn :SEP-2027

Analysis performed according ND / Anaaus npogeien no HJI: TINO11252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ niam. Ne 1 ot 06.09.2018. nam. No 2 oT 23.09.2019}

S. Test
No

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancyrnosugHom
dopmb, NOKpbITble
MANEeHOYHOMN obonoykoi

OpaHXeBoro UBeTa, C PUCKOIA
CTOpOHE; Ha
nonepeyHom paspese — 54po

Ha oaHou

©enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTku KancynosuaHom
dopmbl,  NOKpPbITBIE  MAEHOYHON
obono4ykon opaHxeBoro LseTa, C
PUCKOW Ha OJHON CTOPOHE; Ha
nonepeyHoMm paspese —  a4po
Benoro unu no4uTtn 6enoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpuweyanue: [Tponykr cootBercTByet Tpeboanusam HJT | 3axmouenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loxrorosneno: IIposepeHo: Pardeep Kumar | Ono6peto: Memnenxep /

Ankaj Verma Pyxosoaurens :Amit Kumar
&~ =l P

Print Date: Print Date: Print Date:

Hara: 28.10.2022 Jara: 28.10.2022 Hara. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2299, Ernail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykanu®, Ta6/1eTKH, MOKPBIThIE NJ1eHOYHOIH 0060.104K0il, 400mr + 325mr

Batch No / Cepus Ne : V2202197

Batch Quantity / O0bem mapTun : _776.0Kg

Analytical Report No / AHanuTHYeckuii oT4yeT Ne :
040001666651,890001623385

Date of Analysis / /lata ananusa: 28.10.2022

Date of Manufacture / /lata npousBoacrea : OCT-2022

Date of Expiry / Cpok rogsoctu :SEP-2027

Analysis performed according ND / Ananus nposenes mo HJI[: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 o 23.09.2019)

2 Identification /
MNoanuHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBMYK C
onvcaHnem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ypepxuBaHUsi OCHOBHbIX
N1KoOB Ha XpomaTorpamme
UCNbITyEMOro  pacTsopa  [OMXHbI
COOTBETCTBOBATb BpemMeHam
yaepmBaHus NUKoB Ha
Xpomatorpamme pacTteopa
CTaHAapTHBIX obpasuos
noynpoceHa m  napauetTamona
(paspen «KonuyectseHrHoe
onpenenexHne)

3 |Average weight and
mass uniformity /
CpegHas macca 1
0[HOPOAHOCTL MO
macce

971.5 mg

Complies /cooTBeTCTBUN C

940,9 mg to
(970,0 mg + 3,0 %) /
Or 9409 wmr po
(970,0 mr + 3,0 %)

999,1 mg

9991 wr

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Bonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 28.10.2022

Hara: 28.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: [posepeno: Pardeep Kumar | Ono6peHo: Menemxkep /
Ankaj Verma Pykosoautens : Amit Kumar
P RO
Print Date: Print Date: Print Date:

Hata. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTUDHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykaun®, TabneTk, NOKPLITHIE NJIEHOYHOI 0060104K0, 400Mr + 325mr

Batch No / Cepus Ne : V2202197

Batch Quantity / Oobem mapTuu : 776.0Kg

040001666651,890001623385

Analytical Report No / AHaIuTHYeCKHIH oTueT N :

Date of Analysis / JlaTa ananu3za: 28.10.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022

Date of Expiry / Cpok roanocts :SEP-2027

Analysis performed according ND / Auasus nposeaen no HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

09 minutes 56 seconds

Not more than 30 minutes /
He 6onee 30 munH

5 |Dissolution /
PacTtsopeHune

97% - 103%

NLT 70% Q) CsHgNO2
97% - 101% (Paracetamol) dissolved in 30
minutes /

NLT 70% (Q) Ci3H1sO2 {Ibuprofen)
dissolved in 30 minutes /

He meHee 70 %
(nbynpodpeH) uepes 30 MuH

He wmenee 70 %
(napaueTtamon) yepes 30 MuH

(Q) CizH1s02

(Q) CsHoNO:2

6 |Related substances /
PoLctBeHHble npumech

0.06%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHodeHon (Npumech
napauetamona) — He Bonee 0,005%

7 |Water/Bopa

1.4%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /
IloarorosneHo:

Ankaj Verma :_
L

Checked by /
[Tposepeno: Pardeep Kumar

p

=

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBogutens :Amit Kumar

/X.J.j’\’_/

Print Date:
Harta: 28.10.2022

Print Date:
Hara: 28.10.2022

Print Date:
Jara. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxnuH®, TabJeTKH, MOKPBHIThIE NJIeHOUHOH 000J104Ko0¥i, 400mr + 325Mr

Batch No / Cepust Ne : V2202197

Batch Quantity / O6bem naptuu : 776.0Kg

040001666651,890001623385

Analytical Report No / AnajsuTH4eckuii oTuer Ne :

Date of Analysis / laTa ananu3za: 28.10.2022

Date of Manufacture / lata npousBoacrea : OCT-2022

Date of Expiry / Cpox rognoctn :SEP-2027

Analysis performed according ND / Ananu3s npoBened mo H: TI NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
ynuctoTa

a) Total aerobic
microbial count /
Ob6wee yncno
a3pobHbIX
MUKPOOpPraHM3mMoB

b} Total combined
yeasts and mouid
count / Obuee uncno
OPOXOKEBLIX U
nrecHesbIX rpubos

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/T

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTcyTcTByeT

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6oriee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
ir

Remarks : The Product conforms to ND/
Ipumeyanune: [IponykT coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Ankaj Verma _

Checked by /
[Tposepeno: Pardeep Kumar

<L

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauTens : Amit Kumar

/ley

/=
Print Date:

Jara: 28.10.2022

Print Date:
Jara: 28.10.2022

Print Date:
Jarta. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoykAUH®, Tab1eTKU, NOKPBITHIE NJIeHOYHOH 0600uk0i, 400mr + 325Mr

Batch No / Cepus Ne : V2202197

Batch Quantity / O6bem naptuu : 776.0K g

040001666651,890001623385

Analytical Report No / AHannTH4eckHii oTueT Ne :

Date of Analysis / JlaTta anaymsa: 28.10.2022

Date of Manufacture / Jlata npoussoacrea : OCT-2022

Date of Expiry / Cpox rogaocty :SEP-2027

Analysis performed according ND / Auanu3s nposegen no H: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OaHoOpoOaHOCTD 1.9 MokasaTenb NpuemnemMocTu (AV)
[031poBaHns JoskeH ObITb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.7 not more than 15.0 /

Paracetamol / MokasaTtenb npuemnemocTy (AV)
napaueTamon AormkeH bbiTh He Bonee 15,0.

10 |Assay/ 393.5 mg 360 to 440 mg of CizHigO2
KonuyecTteeHHoe (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr CysHs02

(nBynpocheH) B TabneTke
321.29 mg

292.5 to 357.50 mg of CgHgNO:

(Paracetamol) per tablet /

Ot 292,5 mr oo 357,5 mr CgHgNO2

(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/
IIpumeuyanue: Ilpoaykr coorBercTByeT TpeOoBaHusim HJIT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: I[Tposepeno: Pardeep Kumar | Opo6peHo: MeHemxep /

Ankaj Verma PykoBonutens :Amit Kumar

Print Date: Print Date: Print Date:

Jara: 28.10.2022 JHata: 28.10.2022 Jara. 28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykanu®, TabieTKkH, NOKPBITHIE MJIeHOYHOH 060a04UK0il, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202197

Batch Quantity / Oobem maprun : 776.0Kg

040001666651,890001623385

Analytical Report No / Anamutudecknii oTuer Ne :

Date of Analysis / JlaTta anann3a: 28.10.2022

Date of Manufacture / lata npoussogcrea : OCT-2022

Date of Expiry / Cpok roasoctu :SEP-2027

Analysis performed according ND / Ananu3s npoeeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
onncTtepy B nayky
KapTOHHYI0 BMECTE C
NHCTPYKUMEN no
NPUMEHERNIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unn 20
OrMcTepPOB B Na4ky KAPTOHHYHO
BMEeCTe C MHCTPYKLMen no
NPUMEHEHWUIO.

12 | Labeling / Mapkuposka

According to ND / B cooTtsetctBumn ¢ H

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaType He Bblwe 25 °C.
14 | Shelf life / Cpok 5vyears /5 ner
roAHOCTM

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeOoBaHuAM H ]I

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Hara: 28.10.2022

Jara: 28.10.2022

Prepared by / Checked by / Approved by: Manager/Execulive /
[loarorosneHo; [Ipoeepeno: Pardeep Kumar | Ono6peno: Menenxep /
Ankaj Verma éﬂf PykoBoautens :Amit Kumar
s >
Print Date: Print Date: Print Date:

Hara. 28.10.2022

Registered Office: 82-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2699, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




